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Subpart A—Introduction 

§ 627.1 Purpose. 

This pamphlet prescribes the tech-
nical safety requirements for the use, 
handling, shipment, storage, and dis-
posal of etiologic agents used in re-
search, development, test, and evalua-
tion (RDTE) for the Biological Defense 
Program (BDP) 

§ 627.2 Background. 

The United States Army BDP, on be-
half of the Department of Defense, sup-
ports RDTE efforts to maintain and de-
velop defensive measures and materiel 
to meet potential biological warfare 
threats. The program’s objectives are 
to develop measures for identification, 
detection, treatment, protection 
against, and decontamination of these 
threats. To meet the program objec-
tives, etiologic agents are used to con-
duct the necessary handling, storage, 
shipment, and disposal of etiologic 
agents. This pamphlet describes re-
quirements based on Centers for Dis-
ease Control-National Institute of 
Health (CDC) (NIH) guidelines, Bio-
safety in Microbiological and Bio-
medical Laboratories, and establishes 
guidelines for toxins. 

§ 627.3 Scope. 

The requirements stated in this pam-
phlet apply to all elements of the Army 
to include the ARNG and the USAR 
and its contractors and subcontractors 
who use, produce, store, handle, or ship 
etiologic agents in support of the BDP, 
regardless of the source of the agent(s). 

§ 627.4 References. 

Required and related publications are 
listed in appendix A of this part. 

§ 627.5 Abbreviations and terms. 

Abbreviations and special terms used 
in this part are explained in appendix F 
of this part. 

Subpart B—Administration 

§ 627.6 Safety administration. 

Each BDP institution must have a 
safety program that complies with AR 
385–10, AR 385–69, and this pamphlet. In 

addition, the safety program must be 
designed to ensure compliance with— 

(a) Occupational Safety and Health 
Administration (OSHA) requirements 
for health and safety. 

(b) Environmental Protection Agency 
(EPA) regulations designed to imple-
ment the Resource Conservation and 
Recovery Act (RCRA) and the National 
Environmental Policy Act (NEPA). 

(c) Nuclear Regulatory Commission 
(NRC) requirements for safe handling 
of radioactive isotopes (when applica-
ble). 

(d) NIH Guidelines for Research In-
volving Recombinant Deoxyribonucleic 
Acid (DNA) Molecules. 

(e) Relevant national, State, and 
local regulations. 

(f) Any requirements of applicable 
accrediting bodies. 

§ 627.7 Goal of a laboratory safety pro-
gram. 

The goals of the laboratory safety 
program are to protect those working 
in the laboratory, others who may po-
tentially be exposed to hazards in the 
laboratory, and the environment. In 
addition, a laboratory safety program 
should ensure that hazardous materials 
will be handled and disposed of in such 
a way that people, other living orga-
nisms, and the environment are pro-
tected from harm. Safety awareness 
must be a part of everyone’s habits, 
and can only be achieved if all senior 
and responsible staff have a sincere, 
visible, and continuing interest in pre-
venting injuries and occupational ill-
nesses. Laboratory personnel, for their 
part, must carry out their work in a 
way that protects themselves and their 
fellow workers. 

(a) Laboratory safety. The safety pro-
gram will be carried out as stated in 
AR 385–69. Additionally, the program 
will contain the following elements— 

(1) The commander or institute direc-
tor, along with all personnel, must 
have a continuing, observable, and 
known commitment to the safety pro-
gram. 

(2) An effective institutional safety 
program requires a safety officer ap-
propriately trained in relevant safety 
technology. This individual, besides 
supplying advice and recommenda-
tions, will ensure that records are kept 
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showing that the institution’s physical 
facilities and safety rules are inter-
nally consistent and compatible with 
potential risks, as well as in compli-
ance with all applicable laws, regula-
tions, and guidelines. 

(3) The commander ensures safety in 
every department or other equivalent 
administrative unit of the institution. 
Ensuring safe operations is an integral 
function of each level of management 
through the first line supervisor. The 
safety office staff must work closely 
with administrators and investigators 
to develop and implement written poli-
cies and practices that promote safe 
laboratory work. Collectively, this 
group routinely must monitor current 
operations and practices, see that ap-
propriate audits are maintained, and 
continue to seek ways to improve the 
safety program. 

(4) Safety is a critical job element for 
each member of the scientific and tech-
nical staff. Each individual working in 
the laboratory must perform his or her 
job in a manner consistent with safety 
policy and training. 

(5) If laboratory goals dictate oper-
ations or substances not suited to the 
existing facilities or equipment, the 
laboratory supervisor will, assisted by 
the safety officer, advise and assist the 
laboratory worker in developing or ob-
taining adequate facilities or equip-
ment and designing appropriate work 
procedures. 

(6) The supervisor will authorize each 
specific operation, delineate appro-
priate safety procedures, and instruct 
those who carry out the operation. 

(7) Potential hazards will be identi-
fied before work with etiologic agents 
begins, and actions necessary to avoid 
accidents and illnesses will be imple-
mented. This practice, called a job 
safety analysis, consists of breaking a 
job down into its logical steps, ana-
lyzing each for its hazard potential, 
and deciding the safe procedures to use. 
The process will be designed by a 
project director with input from em-
ployees, and each step with potential 
for exposure or other incidents must be 
described in writing in a standing oper-
ating procedure (SOP). All such SOPs 
will be approved by, at a minimum, the 
commander or institute director and 
the safety officer. 

(8) The job safety analysis will in-
clude a consideration of health hazards 
identified in AR 40–10 and of maximum 
credible events as described in para-
graph 2–8, AR 385–69. 

(b) Safety plans. Clearly defined, pub-
lished safety rules and monitoring pro-
cedures for compliance must be estab-
lished. These rules will be readily 
available, in writing, for all involved in 
laboratory operations. This goal may 
be accomplished by preparing or modi-
fying a facility safety plan, laboratory 
safety manual, occupational safety and 
health program or equivalent. This 
plan will— 

(1) Be coordinated with institutional 
and Federal, State, and local emer-
gency services. 

(2) Be practiced with the emergency 
groups whose services are part of that 
plan prior to any need for their serv-
ices, so that they can become familiar 
with any potential problem areas that 
may be encountered when they are 
called upon for assistance. 

(3) Describe the method of rapid com-
munication (for telephone, alarms, and 
so forth) that will be used during an 
emergency. 

(4) Describe the institution’s etio-
logic agent labeling system. 

(5) Describe the institution’s require-
ments for testing engineering controls 
(for example, biological safety cabinets 
and high efficiency particulate air 
(HEPA) filters) and essential safety 
equipment (for example, autoclaves) 
that are used to conduct RDTE funded 
by the BDP. 

(6) Appoint and train personnel re-
sponsible for handling an emergency. 

(7) Require that emergency telephone 
numbers be posted, so that emergency 
service personnel know whom to con-
tact at all times of the day or night. 

(8) Describe the institution’s rules 
that have been established and are 
practiced to limit access to the facili-
ties where etiologic agents under the 
sponsorship of the BDP are handled. 
The rules will include the following re-
quirements: 

(i) Access to biosafety level (BL)–1 
and BL–1 large-scale (LS) laboratories 
is limited or restricted at the discre-
tion of the commander or institute di-
rector when experiments are in 
progress. 
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(ii) Access to areas classified as BL– 
2, BL–2 LS, or where work with toxins 
is conducted, is limited by the com-
mander or institute director when 
work with etiologic agents is in 
progress. Individuals who are at in-
creased risk of acquiring infection or 
for whom infection may be unusually 
hazardous are not allowed in the lab-
oratory. Only persons who have been 
advised of the potential hazard and 
meet any specific entry requirements 
(for example, immunization) may enter 
the individual laboratory or animal 
rooms. The commander or institute di-
rector must assess each circumstance 
and determine who may enter or work 
in the laboratory. 

(iii) Access to areas classified as BL– 
3 or BL–3 LS is limited as stated in 
§ 627.7(b)(8)(ii), and is restricted to 
those persons whose presence in the fa-
cility or individual laboratory rooms is 
required for program or support pur-
poses. Individuals under 18 years of age 
may not enter the controlled area. 

(iv) Access to BL–4 facilities is lim-
ited as stated in § 627.7(b)(8) (ii) and 
(iii). This is done with secure, locked 
doors with access controlled by the 
commander or institute director, safe-
ty officer, or other person responsible 
for the physical security of the facility. 
Before entry, all persons will be ad-
vised as to the appropriate safeguards 
for ensuring their safety. Authorized 
persons must comply with these in-
structions and all other applicable 
entry and exit procedures. A logbook 
will be maintained for all personnel to 
indicate the date and time of each 
entry and exit. A card-key activated 
computer record (or other electronic 
entry device) may be used if it indi-
cates the date and time of both entry 
and exit. 

(9) Describe the system that is devel-
oped and is operational for the report-
ing of accidents and exposures, em-
ployee absenteeism, and for the med-
ical surveillance of potential labora-
tory-associated illnesses. 

(c) Safety meetings and safety commit-
tees. In effective safety programs, ev-
eryone associated with the laboratory 
becomes involved. This is done by en-
suring maximum participation in plan-
ning and by conducting group safety 
meetings. 

(1) A staff safety committee, con-
sisting of the commander or institute 
director or his or her designated rep-
resentative, research supervisors, man-
agers, medical personnel, employees, 
and the safety officer, will be estab-
lished. This group leads the safety ef-
fort, reviews mishaps, and recommends 
changes in policies, safety program, or 
equipment as needed to improve safety. 

(2) Safety committees will meet at 
least quarterly and minutes will be 
prepared and maintained for at least 3 
years. 

(3) When work with recombinant 
DNA molecules is undertaken, an insti-
tutional biosafety committee (IBC) for 
review of such work will be established 
and will function as stated in the NIH 
Guidelines for Research Involving Re-
combinant DNA Molecules (see appen-
dix A to this part). 

(d) SOPs. Besides the documented 
safety program that will be in effect, 
each institution will require that an 
SOP be established for each unique bio-
logical defense RDTE operation. The 
SOPs will meet the criteria stated in 
AR 385–69 and be reviewed and updated 
annually. A copy of the SOP will be 
maintained in the work area. In addi-
tion, SOPs will address the following 
issues— 

(1) The unique hazards introduced by 
the activity in the work area. 

(2) The methods of controlling these 
hazards. 

(3) Any unique procedures and re-
quirements needed that are not de-
scribed as universally required in the 
safety plan (for example, signs, waste 
disposal, immunizations, emergency 
procedures, and personnel monitoring). 

(4) Specialized orientation or train-
ing of personnel beyond that required 
in the safety plan. 

(5) Ways of ensuring that the unique 
procedures are followed. 

(6) Emergency procedures. 
(e) Safety communications. Safety 

communications alert people to newly 
recognized hazards, remind them of 
basic biological safety principles, and 
instill positive attitudes toward safety. 
Training requirements are also found 
in § 627.10(b). A system of communica-
tion will be established to— 

(1) Implement a biological safety 
training program for all personnel 
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working with hazardous biological or 
chemical materials. 

(2) Publish information addressing 
useful biological safety advice and ac-
counts of laboratory accidents, along 
with the lessons to be learned from 
them. 

(3) Make reference books and regula-
tions concerning laboratory hazards, 
occupational health, and proper labora-
tory practices readily available. 

(4) Assure that material safety data 
sheets (MSDS) for hazardous chemicals 
used in the laboratory are readily 
available to all employees. 

(f) Safety audits. One of the essential 
elements of a good safety program is 
the conduct of periodic audits of the 
safety performance in a laboratory. Ob-
serving individual safety practices and 
checking the operability of safety 
equipment and compliance with safety 
rules must be part of the audit. 

(1) An individual and an alternate 
will be appointed for each laboratory 
or room where BDP work is conducted. 
On a daily basis he or she will monitor 
the conduct of personnel within their 
room(s) and maintenance of the room 
to see that they comply with the safety 
program and SOPs. 

(2) Supervisors will ensure that their 
projects comply with applicable safety 
requirements and will audit their areas 
at least weekly to ensure compliance. 

(3) The safety officer or his or her 
qualified designee will inspect the in-
stitution’s BL–1, BL–2, and toxin lab-
oratories quarterly. BL–3 and BL–4 lab-
oratories and those in which dry forms 
of highly potent toxins are handled will 
be inspected monthly by safety and 
health professionals. These inspections 
will be announced and include coverage 
of general safety practices as well as 
features specific to a particular bio-
safety level. 

(i) Reports of deficiencies or proce-
dures that create a potentially life- 
threatening situation will be made di-
rectly to supervisory personnel and the 
commander or institute director and 
actions will be taken immediately to 
correct the situation. The operation 
will not continue until every defi-
ciency is corrected. 

(ii) Reports of deficiencies for other 
than life-threatening situations will be 
made as soon as possible to the appro-

priate supervisor, with copies furnished 
to the commander or institute direc-
tor. If a problem is widespread, all af-
fected personnel will be notified. 

(4) Supervisory personnel notified of 
safety deficiencies by the safety officer 
will ensure that the people directly 
concerned are contacted and that the 
deficiencies are remedied before oper-
ations are resumed. 

(5) Malfunctioning equipment must 
be reported to the appropriate individ-
uals, labeled to indicate that it should 
not be used, and repaired promptly. 

(6) As a minimum, the audits con-
ducted by the safety officer or his or 
her qualified designee will cover the 
items listed in appendix C to this part. 

(g) Documentation. Records, docu-
menting the following items, will be 
maintained for 3 years: 

(1) Safety audits and the corrective 
measures. 

(2) Risk assessments for proposed 
new laboratory procedures. 

(3) Annual reviews of established 
SOPs. 

(4) Training. 
(5) Engineering controls and protec-

tive equipment certifications and tests. 
(6) Safety committee meeting min-

utes and recommendations. 
(7) Any outside auditor comments 

and responses. 

§ 627.8 Occupational health. 
An occupational health program will 

be implemented per AR 40–5, chapter 5, 
for all employees whose employment 
requires that they conduct duties in a 
BDP etiologic agent area. Essential 
elements of the program will include— 

(a) Medical surveillance examinations. 
Medical examinations by a licensed 
medical doctor will be given prior to 
employment, at least every 3 years 
thereafter, and upon termination of du-
ties requiring access to laboratories 
where etiologic agents are used. When 
full medical examinations are not 
given annually, health professionals 
will perform annual health screening. 
Safety and health professionals will en-
sure that medical examiners are made 
aware of all hazardous substances each 
employee works with at the time of the 
medical examination. The physician’s 
findings will include assessment of 
whether an employee has any health 
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